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§174.479 Pesticidal substance from
sexually compatible plant; exemp-
tion from the requirement of a tol-
erance.

Residues of a pesticidal substance
that is part of a plant-incorporated
protectant from a sexually compatible
plant are exempt from the requirement
of a tolerance if all the following con-
ditions are met:

(a) The genetic material that encodes
for the pesticidal substance or leads to
the production of the pesticidal sub-
stance is from a plant that is sexually
compatible with the recipient food
plant.

(b) The genetic material has never
been derived from a source that is not
sexually compatible with the recipient
food plant.

(c) The residues of the pesticidal sub-
stance are not present in food from the
plant at levels that are injurious or
deleterious to human health.

[66 FR 37854, July 19, 2001]

Subpart X—IList of Approved Inert
Ingredients

§174.480 Scope and purpose.

This subpart lists the inert ingredi-
ents that have been exempted from
FIFRA and FFDCA section 408 require-
ments and may be used in a plant-in-
corporated protectant listed in subpart
B of this part.

§174.485 Inert ingredients from sexu-
ally compatible plant.

An inert ingredient, and residues of
the inert ingredient, are exempt if all
of the following conditions are met:

(a) The genetic material that encodes
the inert ingredient or leads to the pro-
duction of the inert ingredient is de-
rived from a plant sexually compatible
with the recipient food plant.

(b) The genetic material has never
been derived from a source that is not
sexually compatible with the recipient
food plant.

(¢c) The residues of the inert ingre-
dient are not present in food from the
plant at levels that are injurious or
deleterious to human health.

Subparts Y-Z [Reserved]

§176.3

PART 176—TIME-LIMITED TOLER-
ANCES FOR EMERGENCY EX-
EMPTIONS

Sec.

176.1 Scope and applicability.

176.3 Definitions.

176.5 Establishment of a time-limited toler-
ance or exemption.

176.7 Information needed to establish a tol-
erance.

176.9 Publication of a tolerance.

176.11 Duration of a tolerance.

176.13 Modification of a time-limited toler-
ance.

176.15 Effect of a tolerance.

AUTHORITY: 21 U.S.C. 346a and 371.

SOURCE: 656 FR 64131, Oct. 25, 2000, unless
otherwise noted.

§176.1 Scope and applicability.

This part describes the procedures
and criteria under which EPA will es-
tablish time-limited tolerances and ex-
emptions from the requirement of a
tolerance for pesticide chemical resi-
dues associated with use of pesticides
under emergency or crisis exemptions
under FIFRA section 18. This part ap-
plies only to tolerances issued on the
initiative of EPA as the result of the
issuance of an emergency exemption or
the declaration of a crisis exemption.
This part does not cover time-limited
tolerances in any other circumstances.

§176.3 Definitions.

The terms have the same meaning as
in the Federal Insecticide, Fungicide,
and Rodenticide Act section 2, and in
the Federal Food, Drug, and Cosmetic
Act section 201 and §166.3 of this chap-
ter. In addition, the following terms
are defined for the purposes of this
part.

Agency means the TU.S. Environ-
mental Protection Agency.

Applicant means any entity author-
ized under section 18 of FIFRA to re-
quest an emergency exemption that re-
quests such an exemption under §166.20
of this chapter, or issues a crisis ex-
emption under §166.40 of this chapter.

Crisis exemption means an exemption
authorized under FIFRA section 18, in
accordance with §§166.40 through 166.53
of this chapter.

Emergency exemption means a specific,
quarantine, or public health exemption
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§176.5

authorized under FIFRA section 18 and
the regulations at §§166.20 through
166.35 of this chapter.

EPA means the U.S. Environmental
Protection Agency.

FFDCA means the Federal Food,
Drug, and Cosmetic Act (21 U.S.C. 321
et seq.).

FIFRA means the Federal Insecti-
cide, Fungicide, and Rodenticide Act (7
U.S.C 136 et seq.).

Tolerance means the maximum
amount of a pesticide chemical residue
that may lawfully be present in or on a
raw agricultural commodity, or proc-
essed food, or animal feed, expressed as
parts per million by weight of the pes-
ticide chemical residue in the food or
feed.

Tolerance exemption means a formal
determination by the Agency pursuant
to FFDCA section 408(c), 21 TU.S.C
346a(c), that no tolerance is needed for
a given pesticide chemical residue in or
on a particular food commodity. For
purposes of this part, the term ‘‘toler-
ance’ shall include an exemption from
the requirement of a tolerance.

§176.5 Establishment of a time-limited
tolerance or exemption.

EPA will establish a time-limited
tolerance for pesticide chemical resi-
dues in or on raw or processed food or
feed resulting from the use of a pes-
ticide chemical, if EPA authorizes an
emergency exemption or a crisis ex-
emption. EPA will consider estab-
lishing such a tolerance only if an ap-
plicant acting under authority of
FIFRA section 18 either has requested
an emergency exemption, has stated its
intention to issue a crisis exemption,
or has issued a crisis exemption for a
use that may result, directly or indi-
rectly, in pesticide chemical residues
in food or feed.

§176.7 Information needed to establish
a tolerance.

(a) EPA will establish a time-limited
tolerance only if EPA can determine
that the tolerance is safe, that is, there
is a reasonable certainty that no harm
will result from aggregate exposure to
the pesticide chemical residue. EPA
will base its determination upon data
submitted by the applicant and other
readily available data. If, taking into

40 CFR Ch. | (7-1-02 Edition)

account the limited duration and emer-
gency nature of a section 18 applica-
tion, and based on the available data
the Agency cannot conclude that there
is a reasonable certainty that no harm
will result from the use proposed by
the applicant or granted pursuant to a
crisis exemption, EPA will not estab-
lish a tolerance.

(b) Data and other relevant informa-
tion to support the establishment of a
time-limited tolerance may be sub-
mitted by the applicant, or by any
other person, in support of the time-
limited tolerance. The applicant may
also cite relevant data previously sub-
mitted to the Agency.

§176.9 Publication of a tolerance.

(a) If EPA issues an emergency ex-
emption or crisis exemption under
FIFRA section 18, and EPA concludes
that the tolerance for residues result-
ing from use of the pesticide under the
exemption will be safe, then EPA will
establish the tolerance by publishing
an amendment to 40 CFR part 180 in
the FEDERAL REGISTER.

(b) A tolerance under this part may
be established without prior publica-
tion of a proposed tolerance or com-
ment period.

§176.11 Duration of a tolerance.

(a) Tolerances issued under this part
will become effective upon publication
in the FEDERAL REGISTER, unless other-
wise specified by the Administrator.

(b) Unless extended, tolerances will
automatically expire and be revoked,
without further action by EPA, at the
time set out in the final rule published
in FEDERAL REGISTER.

(c) The Administrator may revoke a
tolerance at any time if the Adminis-
trator determines that the tolerance is
no longer safe.

§176.13 Modification of a time-limited
tolerance.

If additional emergency or crisis ex-
emptions are authorized that would ex-
tend use beyond the date originally au-
thorized, or if EPA determines that the
duration of a time-limited tolerance is
insufficient to allow treated commod-
ities to clear the channels of trade,
EPA may modify the time-limited tol-
erance by publication of a final rule in
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Environmental Protection Agency

the FEDERAL REGISTER. EPA will use
the same criteria and procedures for
modification as for establishing toler-
ances under this part.

§176.15

The establishment of a tolerance
under this part does not alter the re-
quirement that any applicant comply
with procedures established in part 166
of this chapter for emergency exemp-
tions of FIFRA.

PART 177—ISSUANCE OF FOOD
ADDITIVE REGULATIONS

Subpart A—General Provisions

Effect of a tolerance.

Sec.
177.1 Scope and applicability.
177.3 Definitions.

Subparts B-D [Reserved]

Subpart E—Procedures for Filing Petitions

177.81 Petition for establishment, modifica-
tion, or revocation of a food additive reg-
ulation.

177.84 Deficient or incomplete petitions.

177.86 Acceptance for review.

177.88 Publication of notice.

177.92 Amendments or supplements to peti-
tions.

177.98 Withdrawal of petitions.

177.99 Demand for action.

Subpart F—Submission of Scientific and
Technical Information

177.102 Data and information required to
support petition to establish a food addi-
tive regulation, to increase a tolerance,
or to remove a condition on use.

177.106 Data and information required to
support petition to revoke a food addi-
tive regulation, to decrease a tolerance,
or to add a condition on use.

177.110 Additional data requirements; waiv-
er of requirements.

177.116 Sample of food additive.

Subpart G—Administrative Actions

177.125 Action after review.

177.130 Issuance of proposed rule on Admin-
istrator’s initiative or in response to pe-
tition, and final action on proposal.

177.135 Effective date of regulation.

Subpart H—Judicial Review

177.140 Judicial review.

AUTHORITY: 21 U.S.C. 348, 371(a) 331(j);
Reorg. Plan No. 3 of 1970.

§177.1

SOURCE: 55 FR 50288, Dec. 5, 1990, unless
otherwise noted.

Subpart A—General Provisions

§177.1 Scope and applicability.

(a) This part establishes procedures
for the establishment, modification, or
revocation by the Administrator of
food additive regulations under section
409 of the Federal Food, Drug, and Cos-
metic Act (FFDCA), 21 U.S.C. 348, for
food additives which may result in pes-
ticide residues in or on processed food
or otherwise affect the characteristics
of such food.

(b) Part 178 of this chapter contains
procedures for filing objections and re-
quests for hearings under FFDCA sec-
tion 409(f) on food additive regulations
or petition denials issued under this
part. Part 179 of this chapter contains
rules governing formal evidentiary
hearings under FFDCA section 409(f).

(c) Part 180 of this chapter contains
regulations establishing tolerances, or
exemptions from the necessity for a
tolerance, for pesticide residues on raw
agricultural commodities under
FFDCA section 408. If the use of a pes-
ticide chemical in the production, stor-
age, or transportation of a raw agricul-
tural commodity (RAC) in conformity
with such a tolerance or exemption re-
sults in the presence of a pesticide res-
idue in or on processed food made from
the RAC, FFDCA section 402(a)(2)(C)
provides that such pesticide residue
shall not be deemed unsafe for the pur-
poses of FFDCA section 409 (despite the
absence of a food additive regulation
regarding such residue on the processed
food) if the residue in or on the RAC
has been removed to the extent pos-
sible in good manufacturing practice
and the concentration of such residue
in the processed food when ready to eat
is not greater than the tolerance pre-
scribed for the RAC. However, a food
additive regulation would be required
if the level of the pesticide residue in
the processed food when ready to eat
exceeded the level permitted in the
“parent”> RAC by the tolerance estab-
lished under FFDCA section 408. In ad-
dition, if a pesticide residue in or on a
processed food results from the appli-
cation of a pesticide during or after
processing, the food would be unsafe
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